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srsr wr *r rw^r <nss 4«pn Yt wft ?f f’sratf fas si? w *6 t*,' *r 

rst «rt *rsfc 

Separate Paging is given to this Part in order that it may be Hied as a 

separate compilation 

*4T*f4 sftr ifVsrF htto 
( 7717*4 fantn) 

SrFsnfStlT 

1# fhr^ft, 20 vm, 199-2 

it! it! Fi! 421 (®r):— %*tibt ttcott *st if tt4 
f«rr it# ifrftaftnrr itt ft erf f fait if 747711 ? ft iit fc 
Ftt aft«rfsr ispftsSt 4irf4ni itf 1 itwst F?4r F 744 441 

4Ttt; 

sftr %vgt 4 43744 fiurr % srin? irv % m in % 
vfm afNrffer iisfhst ittittp- it# 4 7441 uri vt iTimr 

VTVrft t ; 

*m: oi, afNrhr itr airai irift Fm, 1945 t?t mr 
utfww ttti % faf erfim Hmf w Prcrfirfev srm, fsrj 
%4fti irirr, srtnfj artr wm irivfr srfhfin, 1940 (1940 
57 23 ) «Ff HITT 12 ITT 3 3 ST7T ST^T srfffpff 51 SPITI TTrit 
|f, imr irfir |, 3fk m srPtfiii # wrer 12 srtr 33 
# TOTjtnT fit *r4t atfrufr <ft -irrrvrrft % Fif smfsrt fair 
*mrt I, iW% innftf gti # tNwn % sfit 4 ? sjw ft 

979 GI/92 


VTTcft | fsp 4T7 3457 fata) 47 14 ifat® 4, fanfr 14 74411 

•Ft ifaii, farta mi ofa-fiir sr^vrrsr i m irir I, wt ta thr 

tit ft vtitft |, iti fta irt iiftr Hi 74rffa it err 11 % i^rret 
PUTT fair Ilf TT ; 

44 ir&if it fljnmff it, srt iw ir?7 Fitat # 54 , 

4777 faFlRSI Olfa TTt 44Tffa % ft Ftfat «lPfT 4 777 ft), 
%4ft7 ttti t fV*rrT tt^tt i 


4TK4 Fill 

1. ^7 f444t VTT 4Fsr=7 4T4 3TTTf4 sffr STTWI 4f1«T 
(....43444) F444. 199 2 I I 

2. 4T?i3 4t r 14T41 4r4Vt F4T4, 1945 4, — 

(l ) f444 2 4, «tf (TT) 4 1?4T7 F4V4f4f<44 m 41: 

wrfai Ftt 4T 3rrf4r, 4«rfi :— 

“i^) IVSTFI 414T71 TTffTTI, afttrfSr f4T4-1, 

4R7 srftrira f i” 

( 2 ) F 444 68 % T34T1 r-ciFTF‘41 Fill TFI-TTfal 
F4''TT 4f!4*rr, vwtl :— 


( 1 ) 
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fls-'F, qftr’jfqt qVrfitirr % Prq %.-^ T spnrPq 
irfftmA am qqarfiqqf tt qqan firm Trqr qr 

qjjTfTTq-;—( 1) qrq if foqt 4T4 47 574 Jrr 4t, 

wV qqruq qrqtftf. . . . qatrerq) fqqq, 1992 % snrq 

: * if, atr fqqq i qtfrqq % ffTir Trin-q if %qfrq q^qrR qfi 
am qqq qqq tp qqT fqpHfW aftafffqr % faqq 
qr farm % fqv fqfqqfiq qff arptlff Tfiptfa qqqm 
infunrl', am, tmfwfo rrxr 4?f nriffr vi qatf-T aft 
Trro.jff; 

T774 fpfr WJItfaT 4PJT>f7 ¥T XM qT qtftqrm <r fqq Wfqqq 
qq*rm srrftrrrft qft fw niqqT i 

(2) tmtfar aft *r^m f¥q nTt qT Trfffm qn mama 
jfitq tfft qr wqtrrfqq wTfqfrk— 

( 1 ) wrffq qrvt if fwtqq *rqq vf qTqrfrr arif-ir ; 

(ii) fqqq 79 «fr iqqsrr % (pprc fqpTqfq aft? qfi-qq 
wmf qq fqfwq pttt ; jfb 

(iii) ^q awr it na sti^aq wprfcq 47 mfraTrw % fkq I 

qt «te trqsrlOqrfr % PwTCTTTf art aft sqrq if km, 
aff t»t% Twr qft iwt qqrotq ft arm £ f¥ 
iqfqqqf if qffcraifqq 'R'fwi'ifr an grr amt if fr^rftr if 
£ maK *q arrant Tr rrq; f-^fi qqn ar^qT «fh qq 
trriqq nar % qrq wjtTt mmi-f nfrtrn 

•M *J 

q?'t ^TPTT | 

( 9 ) qfq atqmm mfqqrFt «fr mt $ far qmar 
tq fqqqf >t wfwfsrr Tfastrart aft >jrr a^q if?r frqfq it mrf 
| if m_ i,i *pnqff if, ifr JT)ff«re srrrq sr>cr. qqiftqfq 
ip fqnr TTfq qr qjfRTTnr H VPTT V* fctf 1 

( 4 ) qfq trrtwi^ aft T 7'Tl^qq ( 2 ) if f-rfires qqpm 
nrfarrir Tt fNii ni^ m qr «frr fifr wnr aft nrrmf; 

qrr J[T, fwt KTRlfim "pi WTH 21 % Wk *TT*fTT ffTO 

l^jyr Frtrerq sm qfw^. qq ftr'ism tqq k q»wnr %*sfq 
iwnfkr nmm qTftnrrff if *nc tw ^ f% witw vr ftirof 
if wTOwf vt grr vr fHfk Sf ?, »nr 

qqTk^fiT. (PRjrfkT W^fTT 7T FTqfqtT^r 777- w^qr I 

- ( 5 )qfq wiqwra aftr qqfkqq ( 2 ) »f ftfip? ff^sm 

StfOTTfV «pf Wft 5fTO pfif -F, qr qfVJF i f-TTkrq 47 
qiTfTq Fiq wfHpMPT if WFf 21 % *TrfF %»frq *774717 fITr 

firqim; fWrtw am 'pt^ >pt q{ fTftq % *mnr re, %T?ra 
w^rf&rr vjqrFf qrftrqm'r vt 75 m (tk wmv ^ fqqqr it 
»rf>T«rfq'7 itfwrw Tit ’J7T 4774 4f faffa if qjf S 7t VqjTRq 
qrftaqTi^r tV f^fTC % jft^f 57 if, qrrmf it, qfr kwas fit-r 
jfrnit, sra q*nft<rRt qTjanftq % qqm fair irrq qr qaTp^w 
qr *nf aq if wtfaar >pt am 1 

ttS-qj ^Tq snjjrffcq s^rwr wifirepr aim itfqqqf arr 
si^nR-^ 11 arTprfkt afTjq'Rq ttTftmrfy, ^mfrq- qmp- % sr^- 
it, wt^tt am n't Tnrra if wfafifq'q Ptut nn^qi, tr^jr^q-Tf 
77 Pimm q^rq «ff tqfprqif nV fqmrt % srrfVq qftf 
iqf^FT tt qH Trf mq ffit (Mr % fm( sPf mfr mw 47 firn; kf 
wrern if fkffrfmT!' if nra; 'Pftffq sfhfe tttttt Prqa’t; ®fqjq 
wrPmfqt *rfkq aff qipm r 

fkqq 79 47 intt r <* fHPtftrfin kppt tt nnnrr, 

mfa :— 
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‘"7 s>. trqjrPa % Pw nrr*r ar qatam it tiifTfnT'rMiq- 
fq qrq 47 fl-qrq fmar w.jsrfiq % aw qr aarya fqtiT tirpa it 
fk, qqft'wFq. wqjtwq 7 m qqqftq w-jtfw 

qrrtrprit, Ttrtrfqqq ip attffq Gqqq fqrq q.-T q 47 q[ atfvrp FTrowki 
i n «k« *p r fvq-q rqf.f.iW ppifr TKfqr wttr'Vq n at Pai 
77F T 57 TtFrwq 47Tlqrq r 1 fqffOT qfrqff 47 qqf fjpkt, qqet 

kV qrPfffff 47f qftatiq sftTr rivj if 4f[ q r ic fsrrr 

wnafaq iVfqqrq art tu T^r qWPtr %■ ffn^rmqir spr qr'lOT 

47 fq-r GTtfirq q( fqqrpjrq fanj TTm ark qatifrafr 

47i ^j%47 ir^nff Ti nfq a.thtr i ’orr^am it PK n , qtf 47arq 
4:7, qaaft qmtr i art *7, arV, wa q4tqt4fr fpp, Ptfqqtc 

tw, tw mta.n ftp tffrttrqf Yf mst f4rrq.7W qgfqqf aft 
airof sftr q-agar q’ if qmttt'VrTfiip, frairi % atam'q 4fr 
wifqrraff 47 qtq q%q w^kf ‘i if q«tr*rf\r47prq tfast 
t7<*7 aft arqjrpft ail ^Tr %?r 4?r atr^rp qfi p/q-qr aft *t4 
atf.', rrmtiq »ft 47tqr l ’ 

(i) fqqq ,q u ip T t fq^Piftn fqmt «i nn*qT ( 
ttqtq :-- 

“au. fkfrt.147 j-ru fTtfri—Piftwar, qtfrftqfq, m^jiTqq srtftr- 
47tft qr Hpj 4H«(iq flqqw^r srrRprrA Tr frrr to i wirf 
% wqqrt wt Pqm»r qfr y; 47-jq *p qaqrfr, mat ffRPtrtsi 
47 tr.q fqfts.T'q % iR^ipq^ re wqq fqnai^ ?q grr, 
qqfqpqtqr fa-fti i" 

i 5 ) Pm ,41 47, ij'ht farqt mqqi i 

117) tea a; if ‘ 'EfTfnTtq 47 t firm qat It m" wkikTTrntft 

"47 qT<T47 nr. frqti" Ttm 47tq r -rftr •oiix-f 47 qm vivo tiq- 

irfiq wqiftqq trtfqatrA 47 ’r ^ifqr 1 at?? wm:pqtfiT4 Pptt sr,^' 1 
( 7 ) fmfq an if 'Tq?qi nr?,r qf" arm 47 

" 4? qT'447 7)47 ffqTi ifqiT T.-FfT 37’k qr%4n «P nr %7jftq qq- 

atfiq wrnitrt qifoTFf 47t qm7f" aT*4 qmitqrfqq fkq nTfiq i 
fa) Pqqq a-i-47 47 »<m qr rqiqfcrfiarq fqqq mi niqqr, 
47474 :-- 

■ s i-qf. Pnq T‘.r77[r 4 ft r-vifa 941 47 qf k 77 qqqr nqi^m 
q*r fq>-<7 nn 74 % i«rt arta m^rr qi rwa qmrr if nkH 
X fk't 4Wt-q4lf44f4, 4437744 qifijPirt JT sp^sVl WTJJTfif, 
qqqTiq atftFrrf am 477 2 ?, 2 5<r, 25 m, iw, -jq, 2 iff, ir«+«r, 
•2«4, 28, 2847 afh 2871 *7 q4pfi4 ff 47 377 4^7*74 47T4 if 

44 , 77 - 4734 q fiatr q- r frq qf4!i 77 *nfqq Bofqq, rfft ttr^ar Tt 
aiftq 4 ft qrfto w ,>o fira «p pTf qqrfiwfq trsq q747R qr 
4^;t4 qraqi 4 ft 474774 477 qifrqT q"W 4r4q .7744774 4T fafpl 
q^p: 17 ^ it um nfq 4R4 % qaqiq ^qr atrqaw qqw 
-jfr "344 sqfqq nft qrqT if qTT fq-qR qpfq aTT'q 47r wtqr 

44 r, q»474 qq qTi if fiqr qrtw 477 q^-fr "fai 4ft in qqq" 1 

(q ) fqqq 8 5 47 rqrq qr fqrqfiqfwq fqqq TffT ’mW, 

qqtq ,-- 

-ys( 1 ) q^trfr-.ar 44 n 747 m affit Gkqq -T-Ti 7 * q^srl'-q 
qqqffq qrfiffrrt, qqqfiqqrrr rr qff qfnq 4:74 4fr arqqr 

24 47 q7q77t, (47 fiqr qrqq qfPff 44T 7t f47qr njq, fnf* 1 ' 

qpjq am, qq^ fq* 7 4;i4q aaiq ff/t, am -rfi i mn -Sfiff aft qF 
qq^f’.t 47, Ffitf m q qr in Pa-Tfr aVifij i\ qraq Paqif rrvi 
*fqq £, qq Tsrr q re qatft t qr t^qi qafu 47 fqq fttdtfr 

45 5747 qqq, Mfkq 47 ^ qatqr | nq mi* atn ir qatrifo- 
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Href uf vrrff if % f¥sjt ur ?r mrsrf>,-s{iT m*n hh% 

ntirt H-inr net % 3??Hi It fu?r vt smm u?* h 
HqUH 1 §T | I 

( 2 ) H?pT? HTfwurcV, - 3 ? wtel % fan ?r sm 
fffjwr uf *rI | ?r uf |, HHwf^rHrfi ur ?i |$u 

?fira Ur;! ur H«rrrt ^ u wri( fU q?r hr? trfxa ?m ? 

; ru?r a-itf, Mw? nit? ?rt fa? urr? hut? §?, V* hr 
% h?r, wrfr ur uf H?wffa ut, ur % ?r q*ft font wtaf? 
4r «d?r» ftrnf H?ur rbrsr |, ?«r sur irr^ «guar | ?r 
s-=,ffr ??ftr % faq fa??) ?? sfu hhh, f^ffira ur ?u?t ? 
m xr? .4 H?wfhiSi?r Hfrsrfa? uf srrfl 4 % fu?r Ur arr 
Hftrf??? ???r wu Hsfft «Rrq »rq favqf % -jwot if b futff 
ur 4mran ufa if hhwh T| r 11 ” 

(10) wp,uf U if SR? 25 , 25 ?, 26 , 26 W, 26 ? sftt 28 ? 
if sns if ?r 4 ?fa-- 

-■ “arfra .priK.” waff u rw Tt 

f?fsTf?fl 9 i TfJI 3 |tTTir, ??!?'.-- (q??R) 

wifw-- - irerrenij- 

q??PT--- 

H?Hm HTfburfr 

fbrjR hu#? ??Hi3? snfimfr 

*?) ?w ? ft t% ur? ? i” 

[?. rrt- 11014 / 1 •/ o 2 ' «r q? q? hr <rr ?? q] 
m u?? furw, 501^ ?fa? 

?War St 5 : huth? wrmft Pm ; 1945, 1-5-79 ?u hht- 
mrfffim u? if *?r?*? hr trur ushtH (^tw? fern?) -a w? 
if fwf hItT? iffr ??rj? WRtff, HfaPm, ifrr Pm (<fr.rff. 
?"f.q*r.) 4r ?NP=r? I, | 1 ortut? j?? if 

*rrc?r % 7 t?t? '«T<r-2. ( 3 ) ( 1 ) if sTurfsr? PriofprPrr 

. *rfa*fwrarrm irrr rfsfrfy? fwtr nq f:— 

1 . *rr.ur.Pr. 1241 ?rfrw 6-10-1979 
■ 2 . qr.ur.Pr. 1242 ?rfrw 6-10-1979 
," 3. tf.ur.Pr, 1243 crrffw 6-10-79 
4. ur.ur.f?. i 28 iarrfw 12-10-80 
s, rrr.ur.fH. 430 <rrfra 19-4-80' 

6. »rr.ur.f?. 779 frrrfw 26 - 7-80 

1 . R.UT.f?. 540(it) urftw 22-9-SO 

8 . ur.ur.f?. 68 (j(w) 3 Tff? 5 - 12 -SO 

9. rtr.ur.fa. 68 1 (?) crrff? 5 - 1 ' 2 -so 

10. =sr.UT.fa. 682(?) mffw 5-12-80 

11 . rrr.ur.Pr. 27(?) frrfr? 17 - 1-81 

12. ’Tr.ur.Pr. 478(sr) qrfra 6-s-s 1 

13. rrr.uT.Pr, 62 (?) STfra 15-2-S2 

14. ur.ur.Pr. 462 (w) ?rfr? 22-6-S2 
15 : R.UT.f?. 5 1 o(w) UlffW 26 - 7-82 

16. ?r.ur.f?. 1 3(?) mrtw 26 - 7-82 

17. Jtr.^.f?. 3i8(?) ?rfrar 1-5-84 
18- ’TT.Ur.f?. 33 1 (?) rrrffw 8-5-84 

19. ?r.ur.f?. 460(?) ?rfr^r 20-6-s i 

20. ur.ur.Pr. 487 (?) miw 2-7-54 

21. ur.ur.Pr. S 9 (?) ?rfw uv 2 -S 5 

22 . ff.uj.Pr. 783 (h) srfter 10 - 10-.35 
2.3. wr.ur.Pr. 17(H) ?nO?r 7-1-86 

24. HT.Uf.r?. 1049(H) trrflH 29-5-88 


25- Hr.ur.f?. io@o(?) urffw s- 9-86 

26. sr.UT.Pr. 1 U5(?) HrftH 30-9-86 

27 . HT.Ur.Pr. 7 1 (?) 30-1-87 

28. qT.UT.f?. 570(H) ?rfw 12-6-87 

29. Hr.ur.ff, 626(H) RffH 2-7-8 7 

30 . oT.ur.Pr. 792(?) urffH 17 - 9-87 

31. ?r.ur.Pr. 371 (H) 5 rrtr«r 14 ^ 3-88 

32- Hl.UT.f?. 75(?) ctrfw 2-6-88 

33. Hr.UT.Pr. 675(?) OTTfH 2-6-88 

34. Hr.UT.Pr. 676(h) cTRtW 2-6-88 

35. HT.UT.f?. 677(H) SVTfW 2-6-88 

36. rrr.ur.f?. 681 (h) rnttw e-e-88 

37. HT.UT.f?. 735(H) urff? 24-6-8S 

38. HT.UT.Pf. 813(H) TlffH 2 7 7-88 

39 . rrr.ur.Pr. 944 (H) 3 RW 21 - 9 -S 8 

40. OT.UT.f?. 43 (H) rfRTW 20-1-89 

41. Ht.ur.f?. 4 4(H) irrftH 20-1-89 (WfiSH?) 

42. HT.UT.f?. 100(H) 31^ 14-2-89 

43. HT.UT.fa. 443(H) ttTffH 12-4-89 

44- HT.UT.Pr. 588(H) UPCfH 2-6-89 (^f«H«) 

4 5. HT.UT.Pr. 691(H) frriTH 11-7-S9 

46. HT.UT.Pr. 784(H) Orr^pH 28-8-8 9 

17. HT.Ul.f?. 16(?) HlfW 10-1-90 

48. HT.Ul.f?. 78 1 (h) tflTTH 23-8-90 

49. HT.Ur.Pr. 865(H) mttH 25-10-90 

so. ht.ut.Pt. ii(h) rrrffsr.7-i-9i 

51. HT.UT.f?. 223(H) mf)H 19-1-91 

52. Hr.UT.ft. 246(H) tTlftH 1-5-91 

53- HT.Ur.f?. 301(H) 5Tt^H 7-6-91 

54 . HT .UT .Pf. 302 (H) 3 TttH 7 - 6-91 

55 . Hr..ur,f?. 491 (h) mftH 25 - 7-91 

56. HF.UT.Pr. 493 (h) HPCTH 25-7-9 1 

57- HT.Ur.Pr. 532(H) HffiH 14-8-91 

58- HT.UT.f?. 626(H) HRW 14-10-91 

59. HT.UT.f?. 730(H) fTTftH 10-12-91 

MINISTRY OF HEALTH & FAMILY WELFARE 
(Department of Health) 
NOTIFICATION 
New Delhi the 20th April, 1992 

G.S.R. 421(E).—Whereas the Central Governmeat 
is of the opinion that circumstances have arisen which 
render it necessary to make rules without consulting 
the Drugs Technical Advisory Board; 

And whereas the Central Government propose to 
consult the Drugs Technical Advisory Board within 
six months of making these rules; 

Now, therefore, the following draft of certain i tiles 
further to amend the Drugs & Cosmetics Rules, 1945. 
which the Genual Government propose to make in 
exercise of the powers conferred by Sections 12 and 
33 of the Drugs and Cosmetics Act, 1940 (23 of 
. .1940), is hereby published as required by Sections 12 
and 33 ’of the said Act for the information of all per¬ 
sons likely to be affected thereby, and notice is hereby 
given that the said draft will be taken into eonsidera- 
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lion on or after the expiry of a period of thirty days 
from the date m which the copies of the Official 


Gazette in which this notification is published arc 
made available O the public, 

Any objection or suggestion which may be receiv¬ 
ed from any person witji respect to the said draft, 
before the expiry of the period sc specified, will be 
taken into consideration by the Central Government 

DRAFT RULES 

J. These rules may be called the Drugs and Cosme¬ 
tics ( .... Amendment) Rules, 1992. 

2. In the Drugs &. Cosmetics Rules, 1943,— 

(1) m rule 2, after clause (a), the following clause 
shall be inserted, namely :— 

(b) “Central Licence Approving Authority” 
means the Drugs Collector, India. 

(2) after rub 68, the following rules shall be in 
serted, namely ■.— 

“68-A GRANT OR RENEWAL OF LICEN¬ 
CES FOR NOTIFIED DRUGS BY THE 
CENTRAL LICENCE APPROVING AU¬ 
THORITY— 

(1) Notwithstanding anything contained in this 
Part, on and from the commencement of the Drugs & 

Cosmetics (.Amendment) Rules, 1992, a 

licence for the manufacture for sale or distribution of 
drugs as specified from tirat ;*> time by the Central 
Government by notification in the Official Gazette, for 
the purpose of this rule, shall be granted or renewed, 
as the case may be, by the Central Licence Approv¬ 
ing Authority: 

Provided that the application toi the grant, or re¬ 
newal of such licence shall be made to the licencing 
authority. 

(2) On receipt of the application for grant or re¬ 
newal of a licence, the licencing authority shall,— 

(i) veiity the statement made in the application 
Form; 

(ii) inspect the manufacturing and testing esta¬ 

blishments in accordance with the provisions 
of rule 79; and 

(iii) in case the application is for the renewal of 
licence, take into consideration the past per¬ 
formance of' the licensee, and thereafter if 
he is satisfied that the applicant is in a 
nosition to fulfil the. requirements laid down 
in these rules, he shall prepare a report to 
that effect and forward it alongwith the 
application to the Central I icencc Approving 
Authori'y. 

(3) If the licensing authority is of the opinion that 
the applicant is not in a position to fulfil the require¬ 
ments laid down in there rules, he mttv, by order, for 
reasons to be recorded in wilting, refuse to grunt or 
renew the licence as the case may be. 
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(4) If, on receipt o; the application and the report 
of the licensing authority retailed to in sub rule (2) 
and after taking such measures including inspection 
of the premises by the Inspector, appointed by the 
Central Government under Section 21 of the Act, 
if deemed necessary, the Central I iccnce Approv¬ 
ing Authority, is of the opinion that the applicant is 
in a position tc- fulfil the requirements laid down in 
these rules, he may grant or renew the licence, as the 
ease may be. 

(5) If, on receipt of the application, the report of 
the licensing authority referred to in sub rule (2), or 
on the basis of the reporft filed by the Inspector, ap¬ 
pointed by the Central Government under Section 21 
of the said Act. after inspecting the premises, the 
Central Licence Approving Authority is cf the opinion 
that the applicant is not in a position to fulfi 1 the re¬ 
quirements laid down in thr.se rules, he may, notwith¬ 
standing the report of the licensing authority, by order, 
for reasons to be recorded in writing, reject the appli¬ 
cation for grant or renewal of licence as the case may 
be. 

68-B. DELEGATION OF POWERS BY THE 
CENTRAL LICENCE APPROVING AUTHO¬ 
RITY.—The Central Licence Approving Authority 
may, with the approval of tire Central Government, 
by an order to be notified in the Official 
Gazette delegate his powers of signing licences 
and any oiher power under the rules to per¬ 
sons or persons of Central Drugs Standard Control 
Organisation for such areas and for periods as may be 
specified in the said order”. 

13) for the rule 79, the following rule shall be 
substituted, namely 

“79. INSPECTION BEFORE GRANT OR RE¬ 
NEWAL OF LICENCE.—Before ,i licence under this 
part is granted or renewed the Licencing Authority 
or Central Licence Approving Authority, as the case 
may be, shall cause the establishment in which the 
manufacture is proposed to be conducted or being 
conducted to be inspected by one or move Inspector 
appointed under the Act, The Inspector shall exa¬ 
mine all portions of the premises, plant and appli¬ 
ances and also inspect (he process of manufacture 
intended to- be employed or being employed alongwith 
the means to be employed or being employed for 
standardising and testing the drugs to be manufactur¬ 
ed or being manufactured and enquire into the 
professional qualifications of the Technical Staff to be 
employed. Ht. shall also examine and verify the 
statements maae in the application in regard lo their 
correctness, and the capability of the applicant to 
comply with the requirements of competent technical 
staff, manufacturing plant;, testing equipments and the 
Requirements of Good Manufacturing Practices and 
the Rccjirremc-nts of Plant and Equipment as laid 
down in fchcdulc 34 read with die Requirements 
of maintenance of refolds as laid down in Schedule 
U.” 

L! ) for rule 80. the following rule shall be substitu¬ 
ted, namely :— 

‘‘80. REPORT BY INSPECTOR- The inspector 
shall forward a uctaiied descriptive report giving his 
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findings on each aspect of inspection alongwith his 
recommendations after- completion of his inspection in 
accordance with fir.; provisions of rule 79, to (lie 
Licensing Authority or Central Licence Approving 
Authority, as the case may he”. 

(5) Rule SI. shall be omitted. 

(6) in rule 82. after the words “have been complied 
with”, the words “he shall prepare a report to that 
effect and forward it alongw th the application to the 
Central Licence Approving Authority”. 

(7) in rule 82, after the words “will continue to 
be observed”, die words “he shall prepare a report 
to that effect and forward it alongwith the application 
to the Central Licence Approving Authority ', shall 
be inserted. 

(8) for rule 84-A, the following rule shall be substi¬ 
tuted, namely - 

84-A. PROVISIONS FOR APPEAL TO THE 
STATE GOVERNMENT OR CENTRAL GOVERN¬ 
MENT BY PARTY WHOSE LICENCE HAS NOT 
BEEN GRANTED OR RENEWED.—Any person 
who is aggrieved by the order passed \y the Licens¬ 
ing Authority or the Genital Licence Approving 
Authority, as (he case may be, refusing to grant or 
renew' a licence in Forms 25, 25-A. 25-B. 25-F, 

26, 26-A, 26-B, 2.6-F, 28 A and 28-B, may within 
thirty clays from the date of receipt cf such order, 
appeal to the State Government or Central Govern¬ 
ment, as the case ay be, and the State Government 
or the Central Government may, after such enquiry 
into the matter, a- is considered necessary and after 
giving the said person an opportunity for represent¬ 
ing his views, may pass such order in relation there¬ 
to as it thinks fit”. 

(9) for rule 85 the following rule shall he substi¬ 
tuted, namely :— 

“85. CANCELLATION AND SUSPENSION OF 
LICENCES. 

(1) The Central L icer.ce Approving Authority 
may, after giving the licensee an oppe-tunity to 
show cause, why such an cider should not be passed, 
by an order in writing stating the reasons therefor, 
cancel a licence issued under this Part, or suspend It 
for such period as lie thinks fit either wholly or in 
respect it any of the drugs to which it relates, if in his 
opinion, the licensee has failed to comply with any 
of the conditio is of tire licence or with any provisions 
of the Act or rules made thereunder, 

(2) The Licensing Authority may. for such licences 
granted or renewed by him, after giving the licensee 
an opportunity to show cause why such an order- 
should not be passed, by an order in writing stating 
the reasons therefor, cancel a licence issued under this 
part or suspend it for such period as he thinks fit 
either wholly or in respect of any-of the drugs to 
which it relates, if in ins opinion, the licensee has 
failed to complv with any of the conditions of the 
licence or v.nh any provisions of the Act or Rules 
made thereunder”. 

979 GI'92—2 


5 

10. In Schedule A; in Forms 25,. 25-F, 26. 26-B 
26 -I'. 28 and 28-B for the words “Date— t---——. 

Signature Designation-———-appearing 

at the end the words 

“Date-— --- 

Signature- 

Designation--———. 
Licencing Authority 
^Central Licence Approving Authority. 

* Delete whichever is not applicable", shall be substi¬ 
tuted. 

fNo. X. 1101411 92-DMS&PFA] 

M S. DAYAL, Add!. Secy. 

Note : The Drugs and -Cosmetics Rules, 1945 as 
amended upto J -5-1979 is contained in the 
publication of the Ministry of Health and 
Family Welfare (Department of Health) 
contiining the Epugs and Cosmetics Act and 
the Rules (PDGHS-61) Subsequently the 
said rules have, been amended by the follow¬ 
ing notifications published in Part II, Sec¬ 
tion 3 Sub-section (i) of the Garotte of 
India, namely 

1. G.S.R. 12.41 dated 6-10-1979 

2. G.S.R. 1242 dated 6-10-1979 

3. G.S.R. 1243 dated 6-10-1970 

4. G.S.R. 1 281 dated 12-10-1979 

5. G.S.R 430 dated 10-04-1980 

6. G.S.R. 779 dated 26-07-1980 

7. G.S.R. 540(E), dated 22-09-1980 

8. G.S.R. 680(E). dated 5-12-1980 
9 G.S.R. 631(E), dated 5-12-1980 

10. G.S.R 682(H), dated 5-12-1980 

11. G.S.R. 27pE). dated 17-01-1981 

12. G.S.R. 478(E), dated 6-08-1981 

13. G.S.R. 62(E). dated 5-02-1932 

14. G.S.R. 462(E), dated 22-06-1982 

15. G.S.R. 5100-:,), dated 26-07-1982 

16. G.S.R. I 3 r 1! i. dated 7-01-193.3 

17. G.S.R. 318(E). dated 1-05-1934 

18. G.S.R. 331(E), dated 8-05-1984 

19. G.S.R. 460(E) dated 20-6-1984 

20. G.S.R. 487(E), dated 2 07-1984 
21 aG.S.R. 89, E), dated 16 02-1985 

22. G.S.R. 78S(L>. dared 10-10-1985 

23. G.S.R. 17(E), dated 7-01-1986 

24. G.S.R. 1040(E), dated 29-08-1986 

25. G.S.R. 1060(E), dated 5-09-1986 

26. G.S.R. 1115(E), dated 30-09-1986 
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*27, G.S.R.' 71(7?,) dated AO-01-1337 
•28. G-S.R, 570(70 dated 2-064987 

29. G.S.R. 626(E) dated 2-074987 

30. G.S.R. 792(E) dated 17-09-1987 

31. G.S.R 37 i: 11) dated 24-03-1988 

32. G.S.R. 75(B'» dated 2-06-19S8 

33. G..S.R. 075(E) dated 2-06-1988 

34. G.S.R. 676(E) dated 2-06-1983 
35.. G.S.R. 677(E) dated '2-06-1988 

36. G.S.R. 680(E) dated 6-06-1988 

37. G.S.R. 735(F) dated 24-06-1988 

38. _G.S,R. 813(E ) dated 27-07-1988 
39* G.S.R. 944(E) dated 21-094988 Corrigendum 

40. G.S.R. 42(E) dated 20-0.1 -1989 Corrigendum 

41. G.S.R. 44(E) dated 20-01-1989 Corrigendum 

42. G.S.R. l.GtXE) dated 14-02-1989 Corrigendum 

43. G.S.R. 443(E) dated 12-04-1989 


Printed by the Manager, Govt, of India Press, Ring Road, New Delhi-110064 
and Published by the ControlJer of Publications, Del.hi-110054, 1992 


44. GS,R. 58S*R) dated 2-03-19g9 Corrigendum 

45. G.S.R. 691(E) dated 11-07-1989 
4.6. G.S.R. 734(E) dated 23-08-1989 

47. G.S.R. 16(E) dated 10-1-1990 

48. G.S.R 731(E) dated 23-8-1990 

49. G.S.R. 865(F) dated 25-10-1990 

50. G.S.R. 11,B) dated 7-:lEl991 

51. G.S.R. 223(E). flaled . 19-4-1 f 9 i 

52. G.S.R. 246(E). .dated 1-05-1991 

53. G.S.R. 301(0 dated 7-6-1991. 

54. G.S.R. 302(E) dated "-(-1993 

55. G.S.R. 491(E) dated 25-7-1991 

56. G:S.R. 495(E) dated 25-7-1991 

57. G.S.R. 532(E) dated )4-3-1991 

58. G.S.R. 626(E) dated 14-10-1991 

59. G.S.R. 730(E) dated 10-12-1991. 





